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REMARKS 

Applicant asserts that amended Claims 37 - 41 add no new subject matter and are 
supported throughout the specification as originally filed. 



-4- 

PA6E 6122' RCVD AT 11/1812005 7:59:04 AM [Eastern Standard Time]<SVR:USPTO{FXRF-6l24' DNIS:2738300' CSID:317 276 3861 ' DURATION (nin-SS):04^0 



NOU 18 2005 08:00 FR LILLY POTENT DIUISI0N7 276 3861 TO 8157 12738300 

Serial No. 10/788,940 



p. 07 



CONCLUSION 



Applicant elected Group 4, Claims 5-15, and 17-22, with linking Claims 4 and 16, 
without traverse. Applicant maintains that amended Claims 37- 41 reflect the restriction 
by the Examiner in Group 4 and clearly and patentably define the present invention. It is 
believed that the application is now in order for allowance. 



Eli Lilly and Company 
Patent Division/LDA 
P.O. Box 6288 

Indianapolis, Indiana 46206-6288 
11 hJd\). >tf0 4' 



Respectfully submitted, 




Attorney for Applicant 
Registration No. 45,341 
Phone: 317-276-6501 
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Application/Control Number: 10/788,940 ^ 
Art Unit: 1644 



DETAILED ACTION 



L Claims 1 -36 are pendmg. 

Elecdon/RestrictioHS 

n. Rwtriction to one of the following inventions is required under 35 U.S,C. 121: 

1 . aaim 1, drawn to a specific landing polypeptide other than antibody or iunctional 
fragment thereof, classified in Class 530. subclass 350. 

2. Claims 1 -3. drawn to a specific grafted antibody or a human antibody or functional 
fragment thereof^ classified in Qass 530, Class 387.1 . 

3. Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific receptor other than T ceU 
receptor, hormone receptor, membrane receptor, and transmitter receptor or 
functional fragment thereof, classified in Class 435, subclass 7.1. 



4. Claims 5-15, and 17-22, drawn to a method for determiniliQ the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific enzyme or functional 
fragment thereof, classified in Class 435, subclass 7.6. 

5. Claims 5- 1 5, and 1 7-22, drawn to a method for determining the Cherapeacic potency 
of a binding polypeptide, the binding polypeptide is a specific hormone or functional 
fragment thereof, classified in Qass 435, subclass 7. 1 . 

6. Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific homunoglobulin or 
antibody or humanized antibody or human antibody or functional fragment thereof, 
classified in Class 435, subclass 7.1. 
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7. Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, ihe binding polypeptide is a specific T cell receptor or 
functional fiagment thereof, classified in Class 435, subclass 7.1. 

8. Claims 5-15. and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polyp^tide is a specific integrin, classified in 
Class 435, subclass 7.1. 



Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific hormone receptor or 
functional fragment thereof, classified in Class 435, subclass 7. 1. 

Claims 5-15, and 17-22, drawn to a method for deternuDing the therapeutic potency 
of a binding polypeptide^ the binding polypeptide is a specific lectin or functional 
fragment thereof, classified in Oass 435, subclass 7.1. 

Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the bmding polypeptide is a specific membrane receptor 
other than T cell receptor or hormone receptor or functional ftagment thereof; 
classified in Class 435. subclass 7-1 . 

Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific transmitter receptor or 
ftmciional fragment thereof, classified in Class 435. subclass 7.1. 



13. Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a bmding polypeptide, the bmding polypeptide is a specific protease, classified in 
Class 435, subclass 7.L 

14. Claims 5-l5, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific oxldoreductasae or 
functional fragment thereof, classified in Class 435, subclass 7.4, 
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15. CUims 5-1 5, and 17-22, drawn to a method for determikiing tJie tbempewtic potency 
of a binding polypeptide, the binding polypeptide is a specific Idnase or functional 
fragment thereof, classified in Class 435, subclass 7.1. 

16. Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific phosphatase or functional 
fbigment thei«of, classified in Oass 435, subclass 7.1 . 

17. Claims 5-lS. and 17-22, drawn to a method for determining the thenipeutSe potency 
of a binding polypeptide, the binding polypeptide is a specific DNA modifying en^me, 
classified in Class 43S, subclass 7.6. 



18. Claims 5-15, and 17-22, dIav^m to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide'is a specific transcription factor or 
fhnctional fragment ther^f, classified in Class 435, subclass 7.1. 

19. Claiins 5^15, and 17-22. drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific GTPase or functional 
fiagment thereof, classified in Class 435, subclass 7.4. 

20. aaims 5-15, and 17-22. drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific ATPase, classified in 
Class 435, subclass 7.4. 

21. Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific membrane channel or 
functional fragment thereof, classified in Class 435, subclass 7.1. 

22. Claims 5-15, and 1 7-22, drawn to a method for determining the therapeutic potency 
ofa binding polypeptide, the binding polypeptide is a specific growth factor other tha 
cytoldne or functional ftagmcnt thereof, classified in Class 435, subclass 7.1 . 
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23. Claims 5-15, and 17-22, drawn to a method for detennining the dicrapeutic pote&cy of a 
bindiAg polypeptide, the binding polypeptide is a specific Insnlin or functional fragment 
thereof, classified in Class 435, subclass 7.L 

24. Claims 5-15, and 17-22, drawn to a method for determiping the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific cytokine or functional 
fragment thereof* classifred in Class 435. subclass 7.1, 

25. Claims 5-1 5, and 1 7-22, drawn to a method for deCcrnnlnbig the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific neural peptide or 
fimctional fragment thereof, cla$siged in Class 435, subclass 7.1. 

26. Claims S-1 5, and 17*22. drawn to a method for determining the therapeutic potency 

of a binding polypeptide, the binding polypeptide i% a specific extratelluhir matrix 
protein or functional fragment theneof, classified in Class 435, subclass 7.1. 

27r Claims 5-15, and 17-22, drawn to a method for determining the therapeutic potency 
of a binding polypeptide, the binding polypeptide is a specific dotting factor or 
fvmctional fragment thereof, classified in Class 435, subclass 7.1. 

2$. Claims 24-30, and 32-34, drawn to a method of producing a specific binding 

polypeptide with improved therapeutic potency, a specific receptor other than T cell 
receptor, hormone receptor, membrane receptor, transmitter receptor or fbnctional 
fragment thereof, classified in Class 435, subclass 69.1 . 

29. Claims 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide with improved therapeutic potency, a specific enzyme or functional 
fragment thereof, classified in Class 435, subclass 69,1 . 

30. Claims 24-30, and 32-34, drawn to a method of prodacing a specific binding 
polypeptide with improved therapeutic potency, a specific hormone or functional 
fragment thereof, classified in Class 435, subclass 69.1. 
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3 1 . aaims 24-30, and 32-34, drawn to a method of producing a spcciflc blndiDg 
polypeptide with in^roved therapeutic potency, a specific immunoglobolin or 
antibody, Imnumized antibady, humaii antibody or functional fragmeni thereof; 
classified in Class 435^ subclass 69.1 . 

32. Claims 24-30. and 32-34, drawn to a method of producing » specific binding 
polypeptide widi improved therapeutic potency, a specific T ceU receptor, classified in 
Class 435, subclass 69. 1 . 

33. Qaims 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide with improved therapeutic potency, a specific integrin or functional 
fi^gincnt thereof, classified in Class 435, subclass 69.1 . 

34. Ctaima 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide wiih improved therapeutic potency, a specific hormone receptor or 
functional fragment thereof, classified in Qass 435, subclass 69.1 . 

35. Claims 24-30, and 32-34. drawn to a method of producing a specific binding 
polypeptide with improved therapeutic potency, a specific lectin or fimctional fragment 
Qieieof, classified in Oass 435, subclass 69.1. 

36. Claims 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide with improved therapeutic potency, a specific membrane receptor or 

^ functional fiagment thereof, classified in Class 435, subclass 69.1. 

37. Claims 24-30, and 32-34, drawn to a method of prodadng a specific binding 
polypeptide with improved therapeutic potency, a specific transmitter receptor or 
functional fragment thcrt»f. classified in Class subclass 69.1. 

38. Claims 24-30, and 32-34, drawn to a- method of producing a specific binding 
polypeptide with improved therapeutic potency, a specific proteaso or fimctional 
fragment hereof, classified in Class 435, subclass 69.1. 
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39. aaims 24-30, and 32-34, drawn to a mathod of producing a speciflc binding 
polypeptide witti improved thcwpeutic potency, a specific oxidoredBrtMe or fiinotional 
fragment thenof, classified in Class 433, subclass 69.1. 

40. Claims 24-30. and 32-34. drawn to a method of producing a spedfic Undine 
polypeptide wilh improved therapeutic potency, a specific kinase or fimctional ftagmeiit 
thereof, classified in Oass 435, subclass 69.1 . 

41 . Claims 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide with itnprovcd therapeutic potency, a specilic phosphatase or functional 
ftagment thereof, classified in Class 435. subclass 69.1. 

42. Claims 24-30. and 32-34, drawn to a method of producing a specific binding 
p<^eptide with improved therapeutic potency, a specific DNA modifying enzyme or 
fiinoUoRal fragment thereof, classified in Class 435. subclass 69.1. 

43. Claims 24-30. and 32^4, drawn to a method of producing a spedfic binding 
polypeptide with improved therapeutic potency, a specific transcrlptioii factor or 
fimctional fhigraent thereof, classified in Class 435. subclass 69.1. 

44. Claims 24-30, and 32-34, drawn to a method of producing a speciflc binding 
polypeptide with in^roved therapeuttc potency, a specific GTPase or fimctional 
fiagment thereof, classified in Class 43S. subclass 69. 1 . 

45. aaims 24-30, and 32-34, drawn to a mediod of prodncing a specUlc bindisg 
polypeptide with improved therapeutic potency, a specific ATPase or functional 
fraemeni thereof, classified in Class 435, subclass 69.1. 

46. Claims 24-30, and 32-34, drawn to a method of producing a speclfle binding 
poIypepUde witii improved therapeutic potency, a specific membrane channel or 
fimctional ftagment thereof, classified in Class 435, subclass 69.1 . 
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47. Claims 24-30. and 32-34, drawn to a jmethod of producing a spedfic binding 
polypeptide with in^ved therapeutic potency, a specific growtii factor or fiincttotial 
fragment thereof, classified in Class 435, subclass 69.1. 

48. Claims 24-30, and 32-34, drawn to a method of produeing a specifie binding 
polypeptide with improved therapeutic potency, a specific insulin or functional fiagment 
thereof, classified in Qass 435, subclass 69.1. 

49. Oatms 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide with improved therapeutic potency^ a specific cytokine or functional 
fiagment thereof, classified in Class 435, subclass 69.1. 

50. Claims 24-30, and 32-34» drawn to a metliod of producing a spedlie binding 
polypeptide with improved dicrapcutic potency, a specific nenral peptide or functicHial 
fragment thereof, classified in Class 435» subclass 69.1 

5 1 . Claims 24-30, and 32-34» drawn to a method of producing a spedOc binding 
polypeptide with improved therapeutic potency, a specific extracellular matrix protein 
or functional fragment thereof, classified in Class 435, subclass 69.1. 

52. Claims 24-30, and 32-34, drawn to a method of producing a specific binding 
polypeptide with improved therapeutic potency, a specific dotting factor or functional 
fragment thereof, classified in Class 435, subclass 69.1 . 

53. Claim 36» drawn to a method of treating a specific patbologjcal condition using a 
specifie binding polypeptide, a specific receptor other than T cell receptor, hormone 
receptor, membrane receptor, transmitter receptor or frjnctional fr-agment thereof, 
classified in Class 424, subclass 184.L 

54. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific enzyme or functional fragment thereof* classified 
in Class 424, subclass 94.1 . 
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55. Craim 36. drawn to a metbod of treating a specific pathological cond ttion using a 
specific binding polypeptide, a specific honnoiie or fimctional firagment thereof^ 
classified in Class 424, subclass 1 S4. 1 . 

56. Claim 36, drawn to a method of treating a specilic pathological condition using a 
specific binding polypeptide, a specific ImmunDglobQUn, aotilMdy, huroanffzad 
avtlbody» human antibody or functional fragment thereof, classified in Class 424. 
subclass 130.1. 

57 Claim 36, drawn to a method of treating a specific pathological condidon using a 

specific binding polypeptide, a specific T cell receptor or fimciional firagment thereof, 
classified in Class 424, subclass 184.1 . 

58. Qaim 36, drawn to a method of treating a specific pathological condition using a 
specific bitwling polypeptide, a specific integrin or fimctional fisgment Aereof, classific* 
in aass 424, subclass 184.1. 

59. Claim 36, drawn to a method of treating a specific pathologlca] cooditlou using a 
specific binding polypeptide, a specific hormone receptor or fimctional fragment 
thereof^ classified in Oass 424, subclass 184.L 

60. aaim 36, drawn to a method of treating a specific patbologkal condition using a 
specific binding polypeptide, a specific lectin or fijnctional fragment thereof, classified ii 
Class 424, subclass 184.1. 

6 1 . Claim 36, drawn to a method of treating a specific pathological coBdition using a 
specific binding polypeptide, a specific membrane receptor or functional finagment 
Oieieo^ classified in Class 424, subclass 1 84. 1 . 

62. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific transmitter receptor or functional fragment 
hereof, classified in Class 424. subclass lg4.l. 
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63. Claim 36, drawn to a method of treating a specific pathologtol condition using a 
specific binding polypeptide, a specific pwtease or functional fragment thereof, 
classified in Class 424, subclass 1 84.1 . 

64. Claim 36, drawn to a method of treating a specific pathological condttioD using a 
specific binding polypeptide, a specific oxidoreductase or functional fiagmcnt thereof, 
classified in Class 424, subclass 94.4. 

65. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific kinase or functional fhagment thereof, classified 
in Class 424, subclass 94.64. 

66. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific bhiding polypeptide, a specific phosphatase or functional fragment thereof; 
classified in Class 424, subclass 94.2. 

67. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific DNA modliying enzyme or fiinctional fiagment 
thereof, classified in Class 424, subclass 94.1. 

68. Claini 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific transcription factor or functional fragment 
thereof, classified in Class 424, subclass 184.1. 

69. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific GTPase or functional fragment thereof, classified 
in Class 424, subclass 94. 1 . 

70. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific ATPase or functional fragment thereof, classified 
in Class 424, Subclass 94.1. 
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71, Claim 36, drawn ro a method of treating a specific pathological condftion using a 
specific binding polypeptide, a specific menibrane chfuinel or functional fragment 
dicrcof. classified in Class 424, subclass 184.1. 

72. Claim 36, drawn to a method of treatiog a specific pathological condiUon using a 
specific binding polypeptide^ a specific growth factor or functional fragment thereof, 
classified in Class 424, subclass 1 84. 1 . 



73 . Claim 36, drawn to a method of treating a specific pathological condWon using a 
specific binding polypeptide. Insulin or functional firagment thereof, classified in Class 
424. subclass 1&4.1. 

74. aaim 36. drawn to a method of treating a specine pathologhnl condition using a 
specific binding polypeptide, a speci^c cytokine or fonotionaJ firagment thereof, 
classified in Class 424, subclass 184.1 . 

75. Claim 36, drawn to a method of treating a specific pathological condition using a 
specific binding polypeptide, a specific nearal pepttde or functional firagment thereof, 
classified in Qass 424, subclass 184.1. 

76. Claim 36, drawn to a method of treating a specific pathological condition usmg a 
specific binding polypeptide, a specific extraceUnlar matrix protein or functional 
fbginent thereof, classified in Class 424, subclass 184.U 

77. Claim 36, drawn to a method of treating a specific patholoj^cal condition using a 
specific binding polypeptide, a specific clotting factor or functional fragment- thereof, 
classified in Class 424, subclass 184.1. 

Linking claims 4 and 16 will be examined along with Groups 3-27 if any one of said 
Groups is elected. 

Linking claims 23 and 31 will be examined along with Groups 28-52 If any one of said 
Groups is elected. 
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Linking claim 35 will be examined along with Groups 53-77 if any one of said Groups is 

elected. 

Oaims 4 and 16 link inventions 3-27. Claims 23 and 3 1 link inventions 28-52, Claim 35 
links inventions 53-77. The restriction requirement among Ae linked inventions is subject to the 
nonallowance of the linking claim(s), claims 4, 16, 23, 31 and 35, Upon the allowance of the 
linking cleitn(s), the restriction rtquirement as w the linked inventions shall be withdrawn and 
any claim{s) depending from or othenvise including aU the limitotions of the allowable linking 
clahn(8) will be entitled to examination in the instant application, AppHcant(s) are advised lhat if 
any such claim(s} depending from or including all the limitations of the allowable linking 
claim(s) is/are presented in a continuation or divisional ^plication, the claims of the continuation 
or divisional application may be subject to provisional statutory and/or nonstatutory double 
patenting rejections over ihe claims of &e instant application. Where a restriction requirement is 
withdrawn, the provisions of 35 USC 121 are no longer applicable. Jn re Ziegler, 44 F.2d 12U, 
1215, 170USPQ 129. 131-32 (CCPA 1971). See also MPEP § 804.01. 

The inventions are distinct, each from the other bcqawsc of the following reasons: 

Inventions of Groups I and 2 are unrelated. Inventions are unrelated if it can be shown 
that they arc not disclosed as capable of use together and tiiey have different modes of operation, 
different functions, or different effects (MPEP § 806.04, MPEP § 808,01 ). In the instant case, the 
products as claimed such as polypeptide vemis antibody dilTer with respect to its structure, 
binding specificity and biochemical properties. Therefore, they are patcniably distinct. 

Inventions of Groups 3-77 arc unrelated- Inventions are unrelated if it can be shown that 
they are not disclosed as capable of use together and they have different modes of <q)eration, 
diffeient functions, or different affecis {MPEP § 806.04, MPEP § 808.01). In the instant case, the 
method of determining tiie therapeutic potency of a specific binding polypeptide versus the 
method of making a specific polypeptide and method of treating a specific disease using distinct 
product differ with respect to the method steps and endpoints. Therefore, they are patentably 
distinct. 

Inventions of Groups 1-2 and Groups 3-77 are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be i»acticed widi another materially different 
product or (2) the product as claimed can be used in a materially different process of using that 
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product (MPEP § 806.05(h)). In tlie instant case, the polypeptide as claimed can be used in 
tn»ting different pathological condition as clain«d or materially different process such as method 
of making antibody. The antibody as claimed car be used in detection assay as opposed to its use 
in treatment as claimed. Therefore, they are patentably distinct. 

in. Because these inventions are distinct for the reasons given above and have acfpiited a separate 
status in the art as shown by their different dassificarion and/or recognized divergent subject 
maner. Even though in some cases the classification is shared, a different field of search would 
be required based upon the structurally distinct products recited and the various methods 
comprising the distinct method steps. Further, a prior an search also requires a litecatUTB search. 
It is an undue burden for the examiner to search more Aan one invention, Therefiwe restriction 
for examination purposes as indicated is proper. 

TV. Applicant is advised that the response to this requirement ito be complete must inohide an election 
of the invention to be examined even ttiough the requirement be traversed. 

V. The examiner has required restriction between product and process claims. Where applicant 
elects claims directed to Ae product, and a product claim is subsequently found allowable. 
withdraiTO process claims that depend from or otherwise include all the Ihnitations of ihe 
allowable product claim wiU be rejoined in accordance with the provisions of MPEP § 82 1 .04. 
Process cbims th*t depend from or otherwise Include all the limitations of the patentable 
product will be entered as a matter of ri^t if the amendment is presented prior to final rejection 
or allowance, whichever is earlier. Amendments submitted after final rejection are governed by 
37 CFR 1.116; amendments submitted after allowance are governed by 37 CFR 1.312. 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims wOl be fully 
examined for patentability in accordance with 37 CFR 1 . 104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101. 102, 
103, and 112. Until an elected product claim is found allowable, an otherwise proper restriction 
requirement between product ckims and process claims may be maintained. Withdrawn process 
claims that are not commensurate in scope with an allowed product claim will not be rejoined. 
See "Guidance on Treatment of Product and Process Claims in light of /n re Ochiai, In re 
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Brou^ver and 35 U.S.C. $ 103(5^ 1 1 ^ O.G. 86 (March 26, 1996). Additionally, in order to 
retain the right to rejoinder in accoidance with the above poUcy, Applicanx i$ advised that the 
process claims should be amended during prosecution cither to maintain dependency on the 
product claims or to otherwise include the limitations of the product claims. Failure to do so 
may result in a loss of the Tight to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction icquiremcnt is 
withdmwn by the examiner before the patent issues. See MPEP § 804.01. 

VL Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Phuong Huynh '"NEON" whose telephone number is (57 1) 272-0846. The 
examiner can normally be reached Monday through Friday from 9:00 am to 5:30 p.m. A message 
may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuecessfiil, the examiner's supervisor, Christina Chan can be reached on (571) 272-0841 . 
The IFW official Fax number is (57 1) 273-8300. 

Vn. Any information regaining the stams of an application may be obtained from the Patait 

Application Information Retrieval (PAIR) system. Status information for published applications 
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